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‘‘(E) NO REQUIREMENT TO REFER.—Nothing

in this subsection shall be construed to re-
quire that every declined written request
shall be referred to the Foundation.

‘‘(F) USE OF DRUG.—Research conducted
under this paragraph using a commercially
available drug shall be considered to be an
activity conducted for the purpose of devel-
opment and submission of information to the
Secretary under this Act.

‘‘(G) WRITTEN REQUESTS UNDER SUBSECTION
(b).—For drugs under subsection (b) for
which written requests have not been accept-
ed, if the Secretary determines that there is
a continuing need for information relating to
the use of the drug in the pediatric popu-
lation (including neonates, as appropriate),
the Secretary shall issue a written request
under subsection (c) after the date of ap-
proval of the drug.’’.
SEC. 5. TIMELY LABELING CHANGES FOR DRUGS

GRANTED EXCLUSIVITY; DRUG FEES.
(a) ELIMINATION OF USER FEE WAIVER FOR

PEDIATRIC SUPPLEMENTS.—Section 736(a)(1)
of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 379h(a)(1)) is amended—

(1) by striking subparagraph (F); and
(2) by redesignating subparagraph (G) as

subparagraph (F).
(b) LABELING CHANGES.—
(1) DEFINITION OF PRIORITY SUPPLEMENT.—

Section 201 of the Federal Food Drug, and
Cosmetic Act (21 U.S.C. 321) is amended by
adding at the end the following:

‘‘(kk) PRIORITY SUPPLEMENT.—The term
‘priority supplement’ means a drug applica-
tion referred to in section 101(4) of the Food
and Drug Administration Modernization Act
of 1997 (111 Stat. 2298).’’.

(2) TREATMENT AS PRIORITY SUPPLEMENTS.—
Section 505A of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355a) is amended by
adding at the end the following:

‘‘(l) LABELING SUPPLEMENTS.—
‘‘(1) PRIORITY STATUS FOR PEDIATRIC SUP-

PLEMENTS.—Any supplement to an applica-
tion under section 505 proposing a labeling
change pursuant to a report on a pediatric
study under this section—

‘‘(A) shall be considered to be a priority
supplement; and

‘‘(B) shall be subject to the performance
goals established by the Commissioner for
priority drugs.

‘‘(2) DISPUTE RESOLUTION.—
‘‘(A) REQUEST FOR LABELING CHANGE AND

FAILURE TO AGREE.—If the Commissioner de-
termines that an application with respect to
which a pediatric study is conducted under
this section is approvable and that the only
open issue for final action on the application
is the reaching of an agreement between the
sponsor of the application and the Commis-
sioner on appropriate changes to the labeling
for the drug that is the subject of the appli-
cation, not later than 180 days after the date
of submission of the application—

‘‘(i) the Commissioner shall request that
the sponsor of the application make any la-
beling change that the Commissioner deter-
mines to be appropriate; and

‘‘(ii) if the sponsor of the application does
not agree to make a labeling change re-
quested by the Commissioner, the Commis-
sioner may refer the matter to the Pediatric
Advisory Committee.

‘‘(B) ACTION BY THE PEDIATRIC ADVISORY
COMMITTEE.—Not later than 90 days after re-
ceiving a referral under subparagraph (A)(ii),
the Pediatric Advisory Committee shall—

‘‘(i) review the pediatric study reports; and
‘‘(ii) make a recommendation to the Com-

missioner concerning appropriate labeling
changes, if any.

‘‘(C) CONSIDERATION OF RECOMMENDA-
TIONS.—The Commissioner shall consider the
recommendations of the Pediatric Advisory
Committee and, if appropriate, not later

than 30 days after receiving the rec-
ommendation, make a request to the sponsor
of the application to make any labeling
change that the Commissioner determines to
be appropriate.

‘‘(D) MISBRANDING.—If the sponsor of the
application, within 30 days after receiving a
request under subparagraph (C), does not
agree to make a labeling change requested
by the Commissioner, the Commissioner
may deem the drug that is the subject of the
application to be misbranded.

‘‘(E) NO EFFECT ON AUTHORITY.—Nothing in
this subsection limits the authority of the
United States to bring an enforcement ac-
tion under section 502 when a drug lacks ap-
propriate pediatric labeling.’’.
SEC. 6. OFFICE OF PEDIATRIC THERAPEUTICS.

(a) ESTABLISHMENT.—The Secretary of
Health and Human Services shall establish
an Office of Pediatric Therapeutics within
the Office of the Commissioner of Food and
Drugs.

(b) DUTIES.—The Office of Pediatric Thera-
peutics shall be responsible for oversight and
coordination of all activities of the Food and
Drug Administration that may have any ef-
fect on a pediatric population or the practice
of pediatrics or may in any other way in-
volve pediatric issues.

(c) STAFF.—The staff of the Office of Pedi-
atric Therapeutics shall include—

(1) employees of the Department of Health
and Human Services who, as of the date of
enactment of this Act, exercise responsibil-
ities relating to pediatric therapeutics;

(2) 1 or more additional individuals with
expertise concerning ethical issues presented
by the conduct of clinical research in the pe-
diatric population; and

(3) 1 or more additional individuals with
expertise in pediatrics who shall consult and
collaborate with all components of the Food
and Drug Administration concerning activi-
ties described in subsection (b).
SEC. 7. NEONATES.

Section 505A(g) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a(g)) is
amended by inserting ‘‘(including neonates
in appropriate cases)’’ after ‘‘pediatric age
groups’’.
SEC. 8. SUNSET.

Section 505A of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a) is amended
by striking subsection (j) and inserting the
following:

‘‘(j) SUNSET.—A drug may not receive any
6-month period under subsection (a) or (c)
unless—

‘‘(1) on or before October 1, 2007, the Sec-
retary makes a written request for pediatric
studies of the drug;

‘‘(2) on or before October 1, 2007, an appli-
cation for the drug is submitted under sec-
tion 505(b)(1); and

‘‘(3) all requirements of this section are
met.’’.
SEC. 9. DISSEMINATION OF PEDIATRIC INFORMA-

TION.
Section 505A of the Federal Food, Drug,

and Cosmetic Act (21 U.S.C 355a) (as amended
by section 5(b)(2)) is amended by adding at
the end the following:

‘‘(m) DISSEMINATION OF PEDIATRIC INFOR-
MATION.—

‘‘(1) IN GENERAL.—Not later than 180 days
after the date of submission of a report on a
pediatric study under this section, the Com-
missioner shall make available to the public
a summary of the medical and clinical phar-
macology reviews of pediatric studies con-
ducted for the supplement, including by pub-
lication in the Federal Register.

‘‘(2) EFFECT OF SUBSECTION.—Nothing in
this subsection alters or amends section
301(j) of this Act or section 552 of title 5 or
section 1905 of title 18, United States Code.’’.

SEC. 10. CLARIFICATION OF INTERACTION OF PE-
DIATRIC EXCLUSIVITY UNDER SEC-
TION 505A OF THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT AND 180-
DAY EXCLUSIVITY AWARDED TO AN
APPLICANT FOR APPROVAL OF A
DRUG UNDER SECTION 505(j) OF
THAT ACT.

Section 505A of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a) (as amend-
ed by section 9) is amended by adding at the
end the following:

‘‘(n) CLARIFICATION OF INTERACTION OF
MARKET EXCLUSIVITY UNDER THIS SECTION
AND MARKET EXCLUSIVITY AWARDED TO AN
APPLICANT FOR APPROVAL OF A DRUG UNDER
SECTION 505(j).—

‘‘(1) IN GENERAL.—If a 180-day period under
section 505(j)(5)(B)(iv) overlaps with a 6-
month extension under this section, so that
the applicant for approval of a drug under
section 505(j) entitled to the 180-day period
under that section loses a portion of the 180-
day period to which the applicant is entitled
for the drug, the 180-day period shall be ex-
tended—

‘‘(A) if the 180-day period would, but for
this subsection, expire after the 6-month ex-
tension, by the number of days of the over-
lap; or

‘‘(B) if the 180-day period would, but for
this subsection, expire during the 6-month
extension, by 6 months.

‘‘(2) EFFECT OF SUBSECTION.—Under no cir-
cumstances shall application of this section
result in an applicant for approval of a drug
under section 505(j) being enabled to com-
mercially market the drug to the exclusion
of a subsequent applicant for approval of a
drug under section 505(j) for more than 180
days.’’.
SEC. 11. PROMPT APPROVAL OF DRUGS UNDER

SECTION 505(j) WHEN PEDIATRIC IN-
FORMATION IS ADDED TO LABEL-
ING.

(a) IN GENERAL.—Section 505A of the Fed-
eral Food, Drug, and Cosmetics Act (21
U.S.C. 355a) (as amended by section 10) is
amended by adding at the end the following:

‘‘(o) PROMPT APPROVAL OF DRUGS UNDER
SECTION 505(j) WHEN PEDIATRIC INFORMATION
IS ADDED TO LABELING.—

‘‘(1) GENERAL RULE.—A drug for which an
application has been submitted or approved
under section 505(j) shall not be considered
ineligible for approval under that section or
misbranded under section 502 on the basis
that the labeling of the drug omits a pedi-
atric indication or any other aspect of label-
ing pertaining to pediatric use when the
omitted indication or other aspect is pro-
tected by patent or by exclusivity under
clause (iii) or (iv) of section 505(j)(5)(D).

‘‘(2) LABELING.—Notwithstanding clauses
(iii) and (iv) of section 505(j)(5)(D), the Sec-
retary may require that the labeling of a
drug approved under section 505(j) that omits
a pediatric indication or other aspect of la-
beling as described in paragraph (1) include—

‘‘(A) a statement that, because of mar-
keting exclusivity for the manufacturer—

‘‘(i) the drug is not labeled for pediatric
use; or

‘‘(ii) in the case of a drug for which there
is an additional pediatric use not referred to
in paragraph (1), the drug is not labeled for
the pediatric use under paragraph (1); and

‘‘(B) a statement of any appropriate pedi-
atric contraindications, warnings, or pre-
cautions that the Secretary considers nec-
essary.

‘‘(3) PRESERVATION OF PEDIATRIC EXCLU-
SIVITY AND OTHER PROVISIONS.—This sub-
section does not affect—

‘‘(A) the availability or scope of exclu-
sivity under this section;

‘‘(B) the availability or scope of exclu-
sivity under section 505 for pediatric formu-
lations;
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